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and § 1.495. ' 
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1 . Applicant herewith submits to the United States Elected Office (EO/US) the following items 
under 35 U.S.C. 371: 

a. [ x ] This express request to immediately begin national examination procedures (35 

U.S.C. 371(f)). 

b. [x] The U.S. National Fee (35 U.S.C. 371(c)(1)) and other fees (37 CFR 1.492) as 

indicated below: 



2. Fees 



CLAIMS FEE 


(1) FOR 


(2) NUMBER 
FILED 


(3) NUMBER 
EXTRA 


(4) RATE 


(5) CALCU- 
LATIONS 




TOTAL CLAIMS 


38 -20 


18 


X 18.00 


$324.00 




INDEPENDENT 
CLAIMS 


5 -3 


2 


X80.00 


$160.00 




MULTIPLE DEPENDENT CLAIM(S) (if applicable) 


$270.00 


$ 


BASIC FEE 


[ x ] US PTO WAS INTERNATIONAL PRELIMINARY EXAMINATION 
AUTHORITY 

Where an International preliminary examination fee as set forth in 
§1.482 has been paid on the international application to the US PTO: 
[ x] and the international preliminary examination 

reports states that the criteria of novelty, inventive 
step (non-obviousness) and industrial activity, as 
defined in PCT Article 33(1) to (4) have been 
satisfied for all the claims presented in the 
application entering the national stage (37 CFR 
1.492(a)(4)). $100.00 
[ ] and the above requirements are not met (37 CFR 

1.492(a)(1)) $690.00 
[ ] US PTO WAS NOT INTERNATIONAL PRELIMINARY EXAMINATION 
AUTHORITY 

Where no international preliminary examination fee as set forth in 
§1 .482 has been paid to the US PTO, and payment of an 
international search fee as set forth in §1 .445(a)(2) to the US PTO: 
[ ] has been paid (37 CFR 1.492(a)(2)) $710.00 
[ ] has not been paid (37 CFR 1.492(a)(3)) $1000.00 
[ ] where a search report on the international application has 
been prepared by the European Patent Office or the 
Japanese Patent Office (37 CFR 1 .492(a)(5)) $860.00 


$100.00 




Total of above Calculations 


$584.00 


SMALL 
ENTITY 


Reduction by % for filing by small entity, if applicable. Affidavit must be 
filed also (Note 37 CFR 1.9, 1.27, 1.28) 


-292 




Subtotal 


$292.00 




Total National Fee 


$292.00 




Fee for recording the enclosed assignment document (37 CFR 1.21 (h)). 
See Item 13 below). See attached "ASSIGNMENT COVER SHEET". $40.00 


$40.00 


TOTAL 


TOTAL FEES ENCLOSED 


$332.00 
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i. [ x ] A check in the amount of 332.00 to cover the above fees is enclosed. 

ii. [ ] Please charge Account No. in the amount of $ 

A duplicate copy of this sheet is enclosed. 

WARNING: To avoid abandonment of the application the applicant shall furnish to the United States Patent and 
Trademark Office not later than the expiration of 30 months from the priority date: * * * (2) the basic 
national fee (see § 1.492(a)), The 30-month time limit may not be extended. " 37 CFR § 1.495(b). 

WARNING: If the translation of the international application andlor the oath or declaration have not been submitted by 
the applicant within thirty (30! months from the priority date, such requirements may be met within a time 
period set by the Office. 37 CFR § 1.495(b)(2). The payment of the surcharge set forth in § 1.492(e) is 
required as a condition for accepting the oath or declaration later than thirty (30) months after the priority 
date. The payment of the processing fee set forth in § 1 ,492(o is required for acceptance of an English 
translation later than thirty (30) months after the priority date. Failure to comply with these requirements 
will result in abandonment of the application. The provisions of % 1 . 136 apply to the period which is set. 
Notice of Jan. 3, 7993, 1 147 O.G. 29 to 40. 

3. [ x ] A copy of the International application as filed (35 U.S.C. 371(c)(2)): 

NOTE: Section 1.495 (b) was amended to require that the basic national fee and a copy of the international application must 
be filed with the Office by 30 months from the priority date to avoid abandonment. 'The International Bureau normally 
provides the copy of the international application to the Office in accordance with PCT Article 20. At the same time, 
the International Bureau notifies applicant of the communication to the Office. In accordance with PCT Rule 47. 1, 
that notice shall be accepted by all designated offices as conclusive evidence that the communication has duly taken 
place. Thus, if the applicant desires to enter the national stage, the applicant normally need only check to be sure the 
notice from the international Bureau has been received and then pay the basic national fee by 30 months from the 
priority date. ' Notice of Jan. 7, 1993, 1 147 O.G. 29 to 40, at 35-36. See item 14c below. 

a. [ ] is transmitted herewith. 

b. [ x ] is not required, as the application was filed with the United States Receiving 

Office. 

c. [ ] has been transmitted 

i. [ 1 by the International Bureau. 

Date of mailing of the application (from form PCT/IB/308): 

ii. [ ] by applicant on 



Date 



4. [ x ] A translation of the International application into the English language (35 U.S.C. 
371(c)(2)): 

a. [ ] is transmitted herewith. 

b. [ x ] is not required as the application was filed in English. 

c. [ ] was previously transmitted by applicant on 



Date 

d. [ ] will follow. 
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5. [ x ] Amendments to the claims of the International application under PCT Article 19 (35 
U.S.C. 371 (c)(3)): 

NOTE The Notice of January 7, 1993 points out that 37 CFR % 1.495(a) was amended to clarify the existing and continuing 
practice that PCT Article 19 amendments must be submitted by 30 months from the priority date and this deadline may 
not be extended. The Notice further advises that, 'The failure to do so will not result in loss of the subject matter of 
the PCT Article 19 amendments. Applicant may submit that subject matter in a preliminary amendment filed under 
section 1. 121. In many cases, filing an amendment under section 1 .121 is preferable since grammatical or idiomatic 
errors may be corrected. ' 1147 O.G. 29-40, at 36. 



a. 



] are transmitted herewith. 

] have been transmitted 

[ ] by the International Bureau. 

Date of mailing of the amendment (from form PCT/1 B/308):_ 
[ ] by applicant on 



have not been transmitted as 

[ x ] applicant chose not to make amendments under PCT Article 19. Date 
of mailing of Search Report (from form PCT/ISA/210.): 03/30/2000 

[ j the time limit for the submission of amendments has not yet expired. 
The amendments or a statement that amendments have not been made 
will be transmitted before the expiration of the time limit under PCT 
Rule 46.1. 



[ ] A translation of the amendments to the claims under PCT Article 19 (38 U.S.C. 
371(c)(3)): 

a. [ ] is transmitted herewith. 

b. [ ] is not required as the amendments were made in the English language. 

c. [ x ] has not been transmitted for reasons indicated at point 5(c) above. 

[ x ] A copy of the international examination report (PCT/IPEA/409) 
[ ] is transmitted herewith. 

[ x ] is not required as the application was filed with the United States Receiving 
Office. 



[ x ] Annex(es) to the international preliminary examination report 
a. [ ] is/are transmitted herewith. 



b. 



[ x ] is/are not required as the application was filed with the United States Receiving 
Office. 
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a. [ ] is transmitted herewith. 

b. [ x ] is not required 



10. [x ] An oath or declaration of the inventor (35 U.S.C. 371(c)(4)) complying with 35 U.S.C. 
115 

a. [ ] was previously submitted by applicant on 

Date 

b. [ x ] is submitted herewith, and such oath or declaration 

i. t 1 is attached to the application. 

ii. [ x ] identifies the application and any amendments under PCT Article 19 

that were transmitted as stated in points 3(b) or 3(c) and 5(b); and 
states that they were reviewed by the inventor as required by 37 
C.F.R. 1.70. 

iii. [ ] will follow. 



OTHER DOCUMENT(S) OR INFORMATION INCLUDED: 



11. Ix] An International Search Report (PCT/ISA/210) or Declaration under PCT Article 
17(2)(a): 

] is transmitted herewith. 

x ] has been transmitted by the International Bureau. Date of mailing (from form 
PCT/IB/308): 09 March 2000 

] is not required, as the application was searched by the United States 
International Searching Authority. 

] will be transmitted promptly upon request. 

] has been submitted by applicant on 



Date 
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12. [ x ] An Information Disclosure Statement under 37 C.F.R. 1.97 and 1.98: ** ' 1 LU a,w 

a. [ ] is transmitted herewith. 

Also transmitted herewith is/are: 

[ ] Form PTO-1449 (PTO/SB/08A and 08B). 

[ ] Copies of citations listed. 

b. [ x ] will be transmitted within THREE MONTHS of the date of submission of 

requirements under 35 U.S.C. 371(c). 

c. [ ] was previously submitted by applicant on 



Date 



13. [ x ] An assignment document is transmitted herewith for recording. 

A separate"COVER SHEET FOR ASSIGNMENT (DOCUMENT) ACCOMPANYING NEW 
PATENT APPLICATION" is also attached. 



14. [x] Additional documents: 

a. [ x ] Copy of request (PCT/RO/1 01 ) 

b. [ x ] International Publication No. WO 00/12148 

i. [ x ] Specification, claims and drawing 

ii. [I Front page only 

c. [ ] Preliminary amendment (37 C.F.R. § 1 .121) 

d. [ ] Other 



15. [ x ] The above checked items are being transmitted 

a. [ x ] before 30 months from any claimed priority date. 

b. [ ] after 30 months. 

16. Certain requirements under 35 U.S.C. 371 were previously submitted by the applicant on 
namely: 
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WARNING: Accurately count claims, especially multiple dependent claims, to avoid unexpected high charges if extra 
claims are authorized. 



[ x ] The Commissioner is hereby authorized to charge the following additional fees that may 
be required by this paper and during the entire pendency of this application to Account 
No. 06-2360 



[ x ] 37 C.F.R. 1.492(a)(1), (2), (3), and (4) (filing fees) 



WARNING: Because failure to pay the national fee within 30 months without extension (37 CFR § 1.495(b)(2)) results 
in abandonment of the application, it would be best to always check the above box. 



[ x ] 37 C.F.R. 1 .492(b), (c) and (d) (presentation of extra claims) 



NOTE: Because additional fees for excess or multiple dependent claims not paid on filing or on later 
presentation must only be paid or these claims cancelled by amendment prior to the expiration 
of the time period set for response by the PTO in any notice of fee deficiency (37 CFR 
1 .492(d)), it might be best not to authorize the PTO to charge additional claim fees, except 
possible when dealing with amendments after final action. 



[ x ] 37 C.F.R. 1.17 (application processing fees) 



While 37 CFR 1. 17(a), (bl, (c) and (d) deal with extensions of time under § 1. 136(a), this authorization 
should be made only with the knowledge that: "Submission of the appropriate extension fee under 37 CFR 
1. 136(a) is to no avail unless a request or petition for extension is filed. " Notice of Nov. 5, 1985 (1060 O.G. 
27). 

I ] 37 C.F.R. 1.18 (issue fee at or before mailing of Notice of Allowance, pursuant 
to 37 C.F.R. 1.311(b)) 



NOTE: Where an authorization to charge the issue fee to a deposit account has been filed before the mailing of a 
Notice of Allowance, the issue fee will be automatically charged to the deposit account at the time of mailing 
the notice of allowance. 37 CFR 1.31 Kb). 

NOTE: 37 C.F.R. 1.28(b) requires 'Notification of any change in loss of entitlement to small entity status must be 
filed in the application . . . prior to paying, or at the time of paying . . . issue fee. ' From the wording of 37 
CFR 1.28(b): (a) notification of change of status must be made even if the fee is paid as "other than a small 
entity" and (b) no notification is required if the change is to another small entity. 



[ x ] 37 CFR 1 .492(e) and (Q (surcharge fees for filing the declaration and/or filing 
an English translation of an International Application later than 30 months after 
the priority date). 




(Signature of Practitioi 
Reg. No. 29,243 Daniel D. Ryan 



(Type or Print Name of Practitioner) 
Tel. No.: (262) 783 - 1300 RYAN KROMHOLZ & MANION, S.C. 



Post Office Box 26618 



MILWAUKEE, WISCONSIN 53226 



(Transmittal Letter to the United States Elected Office (EO/US) - Page 7 of 7 



^ 09/763911 

JCOZnsc'dPCVPTO 2 ; FEB 2001 

PATENT 

Attorney Docket No. 9261.16626-PCT US 

Applicant or Patentee: Walid N. Aboul-Hosn et al. 

Serial or Patent No.: 09/ 

Filed or Issued: 

For: Intravascular Cannulation Apparatus and Methods of Use 

VERIFIED STATEMENT (DECLARATION) CLAIMING SMALL ENTITY 
STATUS (37 CFR 1.9(F) and 1.27(c) - SMALL BUSINESS CONCERN 

I hereby declare that I am 

the owner of the small business concern identified below: 

x an official of the small business concern empowered to act on behalf of the 
concern identified below: 

NAME OF CONCERN A-MED SYSTEMS. INC. 

ADDRESS OF CONCERN 2491 BOATMAN AVENUE 

WEST SACRAMENTO. CALIFORNIA 95961 

I hereby declare that the above identified small business concern qualifies as a small business concern as defined in 
13 CFR 121.3-18, and reproduced in 37 CFR 1.9(d), for purposes of paying reduced fees under Section 41(a) and 
(b) of Title 35, United States Code, in that the number of employees of the concern, including those of its affiliates, 
does not exceed 500 persons. For purposes of this statement, (1) the number of employees of the business concern 
is the average over the previous fiscal year of the concern of the persons employed on a full-time, part-time or 
temporary basis during each of the pay periods of the fiscal year, and (2) concerns are affiliates of each other when 
either, directly or indirectly, one concern controls or has the power to control the other, or a third-party or parties 
controls or has the power to control both. 

I hereby declare that rights under contract or law have been conveyed, to and remain with the small business concern 
identified above with regard to the invention, entitled 

INTRAVASCULAR CANNULATION APPARATUS AND METHODS OF USE 

by inventor(s) Walid N. Aboul-Hosn and William R. Kanz 



described in 

the specification filed herewith. 

x application serial no. PCT/US99/19537, filed 27 August 1999 
patent no. , issued 

If the rights held by the above identified small business concern are not exclusive, each individual, concern ore 
organization having rights to the invention is listed below* and no rights to the invention are held by any person, 
other than the inventor, who could not qualify as a small business concern under 37 CFR 1 .9(d) or by any concern 
which would not qualify as a small business concern under 37 CFR 1 .9(d) or a nonprofit organization under 37 CFR 
1.9(e). 

"NOTE: Separate verified statements are required from each named person, concern or organization having rights to the invention 
averring to their status as small entities. (37 CFR 1.27). 
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[ ] Individual 



[ ] Small Business Concern 



[ ] Nonprofit Organization 



NAME 



ADDRESS. 



[ ] Individual 



[ ] Small Business Concern 



[ ] Nonprofit Organization 



I acknowledge the duty to file, in this application or patent, notification of any change in status resulting in loss of 
entitlement to small entity status prior to paying, or at the time of paying, the earliest of the issue fee or any 
maintenance fee due after the date on which status as a small business entity is no longer appropriate. (37 CFR 
1.28(b)). 

I hereby declare that all statements made herein of my own knowledge are true and that all statements made on 
information and belief are believed to be true; and further that these statements were made with the knowledge that 
willful false statements and the like so made are punishable by fine or imprisonment, or both, under Section 1001 
of Title 18 of the United States Code, and that such willful false statements may jeopardize the validity of the 
application, any patent issuing thereon, or any patent to which this verified statement is directed. 



NAME OF PERSON SIGNING. 
TITLE OF PERSON OTHER THAN OWNER_ 
ADDRESS OF PERSON SIGNING 



Executive Vice President 



2491 Boatman Avenue 




West Sacramento. California 95961 US 



SIGNATURE 



Date 
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INTRAVASCULAR CANNUL AT I ON APPARATUS AN D 
JMETHQDS OF USE, 
CROSS -REFERENCE TO RELATED APPLICATIONS 

This application claims the benefit under 
5 Title 35, United States Code, §119 (e) of United States 

Provisional Application No. 60/098,118 filed on August 
27, 1998 entitled "Intravascular Cannulation Apparatus 
and Method of Use." 
BACKGROUND OF THE INVENTION 
10 1. Field of the Invention 

The present invention relates generally to 
methods and devices for cannulation and, more 
particularly, to an intravascular cannulation assembly 
having at least two flow paths slidably coupled to one 
15 another suitable for use in a variety of cardiac 

procedures . 

2. Description of Related Art 
Cannulas and cannulation techniques are used 
in medical applications for transporting fluid into or 
2 0 out of the body. An area of proliferated use is 

cardiac surgery, where cannulation is routinely 
employed to transport fluid into, out of, or between 
various points in the circulatory system. This may be 
done for the purpose of performing cardiac procedures 
2 5 including, but not limited to, cardiopulmonary bypass 



(CPB) , as well as left-heart and/or right-heart assist 
procedures . 

The role of cannulation in cardiac surgery 
may be described by way of example with reference to 
coronary artery bypass graft (CABG) surgery. CABG 
surgery involves connecting a source of arterial blood 
downstream from a narrow or occluded section of a 
coronary artery for the purpose of providing an 
improved supply of oxygenated blood to the vasculature 
of the heart. The source of blood is often an internal 
artery, and the target is typically among the anterior 
or posterior coronary arteries . CABG surgery may be 
either open chest or closed chest (minimally invasive) . 
Open chest CABG involves performing a sternotomy to 
spread the chest apart and provide access to the heart. 
Closed chest CABG surgery involves accessing the heart 
through conduits extending into the chest cavity, such 
as by thoracotomy. CABG surgery may also be performed 
on a stopped heart or a beating heart . 

During stopped heart and beating heart CABG 
surgery, it is necessary to provide additional 
circulatory support in order to maintain the 
hemodynamic stability of the patient. For stopped 
heart CABG surgery, this is accomplished by 
establishing full cardiopulmonary bypass (CPB) , wherein 
blood is diverted from the lungs for artificial 
oxygenation at a remote location. This may be referred 
to as providing "full" cardiac support. For beating 
heart CABG surgery, this is preferably accomplished by 
providing right-heart and/or left-heart assistance, 
wherein blood is rerouted from one location in the 
heart to another under the direction of a blood pump so 
as to obviate the need for an artificial oxygenator, 
filter, tubing, saline, etc. This may be referred to 
as providing "partial" cardiac support. Rerouting the 



blood during beating heart surgery may also serve to 
unload a selected chamber of the heart in an effort to 
stabilize the tissue and thus make it easier for the 
physician to perform the grafting procedure. 

The process of placing a patient on full or 
partial cardiac support is conventionally accomplished 
using two cannulas. In stopped heart CABG surgery, the 
first cannula is placed in the right atrium as an 
inflow or suction cannula, while the second cannula is 
placed in the aorta as an outflow or return cannula 
from the oxygenator. In beating heart CABG surgery, 
the first cannula may be placed in the right or left 
atrium, and the second cannula placed within the aorta 
or pulmonary artery depending upon what side of the 
heart is being assisted. In either case, placement of 
the cannulas may be direct or indirect . Direct 
cannulation involves introducing the cannula directly 
into the desired heart chamber or major vessel 
extending directly from the heart (i.e. aorta or 
pulmonary artery) . Indirect cannulation involves 
advancing the cannula intravascularly into the desired 
heart chamber or major vessel extending directly from 
the heart (i.e. aorta or pulmonary artery). 

Direct cannulation systems of the prior art 
suffer a variety of drawbacks. A first drawback is 
that cannulation can only be performed so long as the 
chest cavity is maintained open. Another drawback is 
that introducing the cannulas and related tubing 
through the chest cavity reduces the field of surgery, 
that is, the amount of space within which the surgeon 
has to operate. In addition to reducing the field of 
surgery, the surgeon must make separate incisions for 
each cannula, with each incision presenting a potential 
site for leakage and infection. Direct cannulation 
through the chest cavity also lengthens the overall 
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time required to perform a CABG procedure because the 
surgeon must personally position each cannula after 
opening up the chest cavity. This increases the 
overall time that the patient's chest will be open and 
5 exposed to atmosphere. It is also more costly and ties 

up valuable hospital resources (i.e. beds, staff, etc..) 
for a longer period, which can be especially troubling 
in emergency room situations where a limited number of 
beds and staff are commonplace. 

10 Indirect cannulation overcomes many of the 

above -enumerated drawbacks associated with direct 
cannulation. Indirect cannulation advantageously 
provides the ability to perform closed chest cardiac 
surgery in that a sternotomy is not required to access 

15 the heart. Indirect cannulation can also be 

maintained well after the given cardiac procedure is 
completed. This is advantageous in providing continued 
circulatory support after a procedure has been 
completed, as well as providing the ability to close 

2 0 the chest following open chest surgery without 

jeopardizing cannulation. Indirect cannulation also 
reduces the clutter from the field of surgery so as to 
avail more space for the surgeon. It provides the 
ability to have someone other than the physician 

25 establish cannulation. In so doing, indirect 

cannulation allows the doctor to perform the cardiac 
procedure in the least amount of time, thereby reducing 
cost . 

While indirect cannulation presents 
30 significant improvements over direct cannulation, the 

prior art indirect cannulation systems are nonetheless 
flawed. One disadvantage of prior art indirect 
cannulation systems is that the cannulas are rigidly 
fixed to one another and thereby do not provide any 
35 degree of adjustability between the distal ends of the 
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cannulas . This severely restricts the ability to place 
a particular cannula assembly in the appropriate 
locations in the circulatory system. In so doing, it 
will result in much guess-work in selecting a 
5 cannulation assembly of the appropriate size. 

Inefficiency in selecting and placing an appropriately 
sized cannulation assembly translates into increased 
costs, both in terms of hospital resources (i.e. beds, 
staff, etc..) as well as the unnecessary costs 

10 associated with discarding cannulation assemblies that 

were introduced into the circulatory system and later 
found out to be inappropriately sized for the intended 
cardiac support function. Prior art indirect 
cannulation systems are also limited in terms of their 

15 flow characteristics. 

The present invention is directed at 
eliminating and/or reducing the effects of the 
foregoing drawbacks of prior art. 
SUMMARY OF THE INVENTION 

20 One aspect of the present invention involves 

a cannulation assembly for providing circulatory- 
support . The cannulation assembly comprises a first 
flow path for transporting blood between a pump and a 
first predetermined location within the circulatory 

25 system of a patient. A second flow path is provided 

for transporting blood between a pump and a second 
predetermined location within the circulatory system of 
a patient . The first and second flow paths are 
slidably coupled to one another and dimensioned to 

30 extend, in use, into the respective first and second 

predetermined locations through a single incision 
formed in the vascular system of the patient . 

In one embodiment of the cannulation 
assembly, the first and second flow paths are disposed 

35 in a generally coaxial arrangement with the second flow 
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path, disposed at least partially within the first flow 
path. 

In one embodiment of the cannulation 
assembly, the first and second flow paths are coupled 
5 together in a generally side-by-side arrangement. 

In one embodiment of the cannulation 
assembly, at least one of the first and second flow 
paths is equipped with an auxiliary lumen. 

In one embodiment of the cannulation 
10 assembly, the auxiliary lumen is sized to receive at 

least one of a guide wire, a pressure sensor, and an 
optical instrument. 

In one embodiment of the cannulation 
assembly, at least one of the first and second flow 
15 paths is equipped with an expandable guiding structure. 

In one embodiment of the cannulation 
assembly, the first flow path intakes blood to the pump 
and the second flow path outputs blood from the pump. 

In one embodiment of the cannulation 
20 assembly, the first flow path outputs blood from the 

pump and the second flow path intakes blood to the 
pump . 

In one embodiment of the cannulation 
assembly, at least one of the first and second flow 

25 paths is equipped with at least one of a flow rate 

sensor, a pressure sensor, and an optical sensor. 

In one embodiment of the cannulation 
assembly, at least one of the first and second flow 
paths is equipped with an auxiliary fluid flow lumen. 

3 0 In one embodiment of the cannulation 

assembly, at least one of the first and second flow 
paths is equipped with a bend for directing the flow 
path to the respective first or second predetermined 
location in the circulatory system. 

3 5 In one embodiment of the cannulation 
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assembly, at least one of the first and second flow 
paths includes a section of material capable of being 
selectively deformed to create a bend in the flow path 
to facilitate guiding the flow path into the respective 
5 first or second predetermined location in the 

circulatory system. 

In one embodiment of the cannulation 
assembly, at least one of the first and second flow 
paths is equipped with a plurality of apertures for 
10 facilitating fluid flow into or out of the respective 

first or second flow paths. 

In one embodiment of the cannulation 
assembly, the first flow path includes a plurality of 
drainage apertures to facilitate fluid flow through the 
15 first flow path. 

In one embodiment of the cannulation 
assembly, the second flow path includes a narrow region 
that, in use, is disposed approximately adjacent to the 
drainage apertures of the first flow path. 

2 0 In one embodiment of the cannulation 

assembly, the second flow path includes a wide region 
that, in use, is disposed approximately adjacent to the 
drainage apertures of the first flow path. 

In another aspect of the present invention, a 
25 cannulation assembly is provided comprising a first 

flow path slidably coupled to a second flow path such 
that the first and second flow paths may be introduced 
into the vascular system of a patient through a single 
incision and positioned at respective first and second 

3 0 predetermined locations within the circulatory system 

of the patient . 

In one embodiment of the cannulation 
assembly, at least one of the first and second flow 
paths is independently positionable relative to the 
35 incision after being inserted into the vascular system 
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of the patient . 

In one embodiment of the cannulation 
assembly, at least one of the first and second flow 
paths is the distance between a distal end of the first 
5 flow path and the distal end of the second flow path 

may be selectively adjusted by selectively sliding one 
of the first and second flow paths relative to the 
other . 

In one embodiment of the cannulation 
10 assembly, the first and second flow paths are 

configured such that, in use, the distal end of the 
second flow path will be located a fixed distance from 
the distal end of the first flow path. 

In one embodiment of the cannulation 
15 assembly, the first and second flow paths are disposed 

in a generally coaxial arrangement with the second flow 
path disposed at least partially within the first flow 
path. 

In one embodiment of the cannulation 

2 0 assembly, the first and second flow paths are coupled 

together in a generally side-by-side arrangement. 

In one embodiment of the cannulation 
assembly, at least one of the first and second flow 
paths is equipped with an auxiliary lumen. 
25 In one embodiment of the cannulation 

assembly, the auxiliary lumen is sized to receive at 
least one of a guide wire, a pressure sensor, and an 
opt i ca 1 ins t rument . 

In one embodiment of the cannulation 

3 0 assembly, at least one of the first and second flow 

paths is equipped with an expandable guiding structure. 

In one embodiment of the cannulation 
assembly, the first flow path intakes blood to the pump 
and the second flow path outputs blood from the pump. 



35 
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In one embodiment of the cannulation 
assembly, the first flow path outputs blood from the 
pump and the second flow path intakes blood to the 
pump . 

5 In one embodiment of the cannulation 

assembly, at least one of the first and second flow 
paths is equipped with at least one of a flow rate 
sensor, a pressure sensor, and an optical sensor. 

In one embodiment of the cannulation 
10 assembly, at least one of the first and second flow 

paths is equipped with an auxiliary fluid flow lumen. 

In one embodiment of the cannulation 
assembly, at least one of the first and second flow 
paths is equipped with a bend for directing the flow 
15 path to the respective first or second predetermined 

location in the vascular system. 

In one embodiment of the cannulation 
assembly, at least one of the first and second flow 
paths includes a section of material capable of being 

2 0 selectively deformed to create a bend in the flow path 

to facilitate guiding the flow path into the respective 
first or second predetermined location in the vascular 
system. 

In one embodiment of the cannulation 
25 assembly, at least one of the first and second flow 

paths is equipped with a plurality of apertures for 
facilitating fluid flow into or out of the respective 
first or second flow paths . 

In one embodiment of the cannulation 

3 0 assembly, the first flow path includes a plurality of 

drainage apertures to facilitate fluid flow through the 
first flow path. 

In one embodiment of the cannulation 
assembly, the second flow path includes a narrow region 
35 that, in use, is disposed approximately adjacent to the 
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drainage apertures of the first flow path. 

In one embodiment of the cannulation 
assembly, the second flow path includes a wide region 
that, in use, is disposed approximately adjacent to the 
drainage apertures of the first flow path. 

A still further aspect of the present 
provides a method for providing circulatory support. 
The first step involves withdrawing blood from a first 
predetermined location in the circulatory system of a 
patient. The second step involves returning the 
withdrawn blood to a second predetermined location in 
the circulatory system of the patient. The steps of 
withdrawing and returning are performed by providing a 
cannula having a first flow path slidably coupled to a 
second flow path, wherein the first and second flow 
paths are dimensioned to extend, in use, respectively 
into the first and second predetermined locations 
through a single incision formed in the vascular system 
of the patient . 

In one embodiment of the circulatory support 
method, the incision is formed in one of the aorta, 
carotid artery, femoral artery, radial artery, axillary 
artery, interior jugular vein, external jugular vein, 
inferior vena cava, superior vena cava, brachiocephalic 
5 vein, radial vein, pulmonary artery, and pulmonary 

vein. 

In one embodiment of the circulatory support 
method, the incision is formed at one of a location 
between the aorta and carotid artery, the aorta and the 
0 femoral artery, the aorta and the radial artery, the 

aorta and the axiallary artery, the inferior vena cava 
and the femoral vein, the superior vena cava and the 
interior jugular vein, and the superior vena cava and 
the brachiocephalic vein. 

In one embodiment of the circulatory support 
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method, the first and second predetermined locations 
comprise respectively the right atrium and the 
pulmonary vein. 

In one embodiment of the circulatory support 
method, the first and second predetermined locations 
comprise respectively the left ventricle and the aorta 
of the patient. 

In one embodiment of the circulatory support 
method, the second flow path is coaxial with and 
extends at least partially within the first flow path. 

In one embodiment of the circulatory support 
method, the first and second flow paths are coupled 
together in a generally side -by- side arrangement. 

In one embodiment of the circulatory support 
method, the first flow path is advanced to the first 
predetermined location using the Seldinger technique. 

In one embodiment of the circulatory support 
method, the second flow path is advanced to the second 
predetermined location using a guiding device. 

In one embodiment of the circulatory support 
method, the second flow path is advanced to the second 
predetermined location using a flow directed guiding 
device . 

In one embodiment of the circulatory support 
method, the guiding device comprises a guide wire 
supported within a dedicated auxiliary lumen formed in 
the second flow path. 

In one embodiment of the circulatory support 
method, at least one of the first and second flow paths 
is advanced using the cut down technique. 

Yet another aspect of the present invention 
provides a method for inserting a cannula assembly into 
a patient. The method comprises the steps of: (1) 
forming a single incision in the vascular system of the 
patient; (2) providing a cannula assembly having a 
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first flow path slidably coupled to a second flow path; 
(3) advancing a distal end of the first flow path 
through the incision to a first predetermined location 
within the circulatory system of the patient; and (4) 
5 advancing a distal end of the second flow path through 

the incision to a second predetermined location within 
the circulatory system of the patient. 

In one embodiment of the cannula assembly 
insertion method, the incision is formed in one of the 

10 aorta, carotid artery, femoral artery, radial artery, 

axillary artery, interior jugular vein, external 
jugular vein, inferior vena cava, superior vena cava, 
brachiocephalic vein, radial vein, pulmonary artery, 
and pulmonary vein. 

15 In one embodiment of the cannula assembly 

insertion method, the incision is formed at one of a 
location between the aorta and carotid artery, the 
aorta and the femoral artery, the aorta and the radial 
artery, the aorta and the axial lary artery, the 

2 0 inferior vena cava and the femoral vein, the superior 

vena cava and the interior jugular vein, and the 
superior vena cava and the brachiocephalic vein. 

In one embodiment of the cannula assembly 
insertion method, the first and second predetermined 
25 locations comprise respectively the right atrium and 

the pulmonary vein. 

In one embodiment of the cannula assembly 
insertion method, the first and second predetermined 
locations comprise respectively the left ventricle and 

3 0 the aorta of the patient. 

In one embodiment of the cannula assembly 
insertion method, the second flow path is coaxial with 
and extends at least partially within the first flow 
path. 

35 In one embodiment of the cannula assembly 
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insertion method, the first and second flow paths are 
coupled together in a generally side -by- side 
arrangement . 

In one embodiment of the cannula assembly 
insertion method, the first flow path is advanced to 
the first predetermined location using the Seldinger 
technique . 

In one embodiment of the cannula assembly 
insertion method, the second flow path is advanced to 
the second predetermined location using a guiding 
device . 

In one embodiment of the cannula assembly 
insertion method, the second flow path is advanced to 
the second predetermined location using a flow directed 
guiding device . 

In one embodiment of the cannula assembly 
insertion method, the guiding device comprises a guide 
wire supported within a dedicated auxiliary lumen 
formed in the second flow path. 

In one embodiment of the cannula assembly 
insertion method, at least one of the first and second 
flow paths is advanced using the cut down technique. 

A still further aspect of the present 
invention provides a method for providing circulatory 
support. The method comprises the steps of: (1) 
providing a first flow path slidably coupled to a 
second flow path; (2) advancing a distal tip of the 
first flow path through an incision formed in the 
vascular system of a patient to a first predetermined 
location in the circulatory system of a patient; (3) 
advancing a distal tip of the second flow path through 
the incision to a second predetermined location in the 
circulatory system of the patient; (4) withdrawing 
blood from the first predetermined location in the 
circulatory system of the patient; and (5) returning 
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the withdrawn blood to the second predetermined 
location in the circulatory system of the patient . 

In one embodiment of the circulatory support 
method, the incision is formed in one of the aorta, 
5 carotid artery, femoral artery, radial artery, axillary 

artery, interior jugular vein, external jugular vein, 
inferior vena cava, superior vena cava, brachiocephalic 
vein, radial vein, pulmonary artery, and pulmonary 
vein. 

10 In one embodiment of the circulatory support 

method, the incision is formed at one of a location 
between the aorta and carotid artery, the aorta and the 
femoral artery, the aorta and the radial artery, the 
aorta and the axiallary artery, the inferior vena cava 

15 and the femoral vein, the superior vena cava and the 

interior jugular vein, and the superior vena cava and 
the brachiocephalic vein. 

In one embodiment of the circulatory support 
method, the first and second predetermined locations 

2 0 comprise respectively the right atrium and the 

pulmonary vein. 

In one embodiment of the circulatory support 
method, the first and second predetermined locations 
comprise respectively the left ventricle and the aorta 
25 of the patient. 

In one embodiment of the circulatory support 
method, the second flow path is coaxial with and 
extends at least partially within the first flow path. 

In one embodiment of the circulatory support 

3 0 method, the first and second flow paths are coupled 

together in a generally side-by-side arrangement . 

In one embodiment of the circulatory support 
method, the first flow path is advanced to the first 
predetermined location using the Seldinger technique. 
3 5 In one embodiment of the circulatory support 
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method, the second flow path is advanced to the second 
predetermined location using a guiding device. 

In one embodiment of the circulatory support 
method, the second flow path is advanced to the second 
5 predetermined location using a flow directed guiding 

device . 

In one embodiment of the circulatory support 
method, the guiding device comprises a guide wire 
supported within a dedicated auxiliary lumen formed in 

10 the second flow path. 

In one embodiment of the circulatory support 
method, at least one of the first and second flow paths 
is advanced using the cut down technique. 

Another aspect of the present invention 

15 provides a method of circulating fluid through a 

cannula system comprising a cannulation assembly 
including at least two flow paths slidably coupled to 
each other. The method comprises the steps of: (1) 
inserting the cannulation assembly into a first 

20 predetermined location in a body through a vascular 

incision; (2) establishing flow communication between a 
first one of the flow paths and the first predetermined 
location; (3) slidably moving a second one of the flow 
paths into a second predetermined location spaced apart 

25 from the first predetermined location; (4) establishing 

flow communication between the second flow path and the 
second predetermined location; (5) coupling the first 
and second flow paths to a pump system; and (6) 
operating the pump system to transport fluid from the 

3 0 first predetermined location for introduction into the 

second predetermined location. 
BRIEF DESCRIPTION OF THE DRAWINGS 

Many advantages of the present invention will 
be apparent to those skilled in the art with a reading 

35 of this specification in conjunction with the attached 
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drawings, wherein like reference numerals are applied 
to like elements and wherein: 

FIG. 1 schematic view of a cannulat ion 
assembly in accordance with the invention; 
5 FIG. 2 is schematic view of an inner cannula 

of the cannulation assembly of the present invention; 

FIG. 3 is a cross-sectional view taken along 
line 3-3 in FIG. 2; 

FIG. 4 is a schematic view of an outer 
10 cannula and connector of the cannulation assembly of 

the present invention ; 

FIG. 5 is a cross sectional view taken along 
line 5-5 in FIG. 4; 

FIG. 6 is a schematic view of an inner 
15 cannula having a joint formed of current responsive 

material in accordance with the present invention; 

FIG. 7 is a schematic view of a cannula 
having a controllable preformed curve in accordance 
with the present invention; 

2 0 FIG. 8 is a cut-away view of a y- connector in 

accordance with the invention; 

FIG. 9 is a schematic view of a hemostasis 
valve in accordance with the invention; 

FIG. 10 is a schematic cut-away view of a 
25 parallel connector in accordance with the invention; 

FIG. 11 is a cross-sectional view taken along 
line 11-11 in FIG. 10; 

FIG. 12 is a schematic view of the parallel 
connector of FIG. 10; 

3 0 FIG. 13 is a schematic view showing the 

initial step of piercing the patient's vessel; 

FIG. 14 is a schematic view showing the step 
of disposing the guide wire in the patient's vessel; 

FIG. 15 is a schematic view showing a dilator 
35 in position in the outer cannula assembly; 
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FIG. 16 is a schematic view showing the outer 
cannula assembly entering the patient's cardiovascular 
system at the brachiocephalic vein; 

FIG. 17 is a schematic view of the 
5 cannulation assembly of the present invention in 

position in the patient in accordance with the present 
invention; 

FIG. 18 is a schematic view of an outer 
cannula equipped with a pressure transducer in 
10 accordance with the present invention; 

FIG. 19 is a cross -sectional view taken along 
line 19-19 in FIG. 18; 

FIG. 20 is a schematic view of an outer 
cannula equipped with a pair of pressure transducers in 
15 accordance with the present invention; 

FIG. 21 is a schematic view of an outer 
cannula equipped with a light in accordance with the 
present invention; 

FIG. 22 is a cross -sectional view taken along 
20 line 22-22 in FIG. 21; 

FIG. 23 is a schematic view of an inner 
cannula equipped with a balloon in accordance with the 
invention; 

FIG. 24 is a cross-sectional view taken along 
25 line 24-24 in FIG. 23; 

FIG. 25 is a schematic view of an inner 
cannula equipped with a heating-element -thermistor in 
accordance with the invention ; 

FIG. 26 is a schematic view of an outer 
30 cannula equipped with a heating-element-thermistor in 

accordance with the invention; 



35 



FIG. 27 is a schematic view of a cannulation 
assembly of the present invention having first and 
second cannulas disposed in a side-by-side slidable 
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configuration according to the present invention; 

FIGS . 28A-28D are cross-sectional views taken 
along line 28-28 in FIG. 27 illustrating exemplary 
coupling mechanisms suitable for slidably coupling the 
5 first and second cannulas in accordance with the 

present invention; 

FIG. 29 is a cross-sectional view of a 
cannulation assembly of the present invention having 
first and second cannulas disposed in a second slidable 
10 side-by-side configuration according to the present 

invention; 

FIGS. 30A-30B are cross-sectional views taken 
along line 30-30 in FIG. 29 illustrating exemplary 
coupling mechanisms suitable for slidably coupling the 
15 first and second cannulas in accordance with the 

present invention; 

FIG. 31 is a schematic partial view showing 
use of auxiliary lumens in a cannula; 

FIG. 3 2 is a cross -sectional view taken along 
20 line 32-32 in FIG. 31; 

FIG. 3 3 is a schematic view of a cannulation 
assembly of the present invention having drainage 
apertures formed on the outer cannula and a narrow 
region along a length of the inner cannula ; 
25 FIG. 34 is cross-sectional view taken along 

line 34-34 of FIG. 33; 

FIG. 35 is a schematic view of a cannulation 
assembly of the present invention having drainage 
apertures formed on the outer cannula and a wide region 
3 0 along a length of the inner cannula ; 

FIG. 36 is cross-sectional view taken along 
line 36-36 of FIG. 35; 

FIG. 37 is a schematic view of the inner 
cannula of the cannulation assembly of the type shown 
35 in FIGS. 33 and 34 having additional apertures formed 
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near the distal tip thereof; 

FIG. 38 is a cross-sectional view taken along 
line 38-38 of Fig. 37; and 

FIG. 3 9 is a schematic view of the inner 
5 cannula of the cannulation assembly of the type shown 

in FIGS. 33 and 34 further having a balloon disposed 
near the distal tip thereof . 
DETAILED DESCRIPTION OF THE INVENTION 

The present invention involves a cannulation 

10 assembly for use in any of a number of broad ranging 

applications involving the introduction and/or removal 
of fluids into and/or from the body. The cannulation 
assembly of the present invention is particularly 
suited for use in cardiac applications, although it is 

15 to be readily understood that the cannulation assembly 

and methods of the present invention are not to be 
limited to cardiac applications. By way of example 
only, the cannulation assembly of the present invention 
is useful in certain cardiac application, including, 

2 0 but not limited to, procedures involving coronary 

bypass graft (CABG) , cardiopulmonary bypass (CPB) , 
left-heart and/or right-heart assist, open chest and 
closed chest (minimally invasive) , cannulation of a 
vessel, bridge-to-transplant and/ or f ailure-to-wean- 

2 5 f rom-bypass . 

The term "cannula" as used herein is to be 
defined as a hollow {although not necessarily tubular) 
instrument designed to be introduced into a body cavity 
for the purpose of transporting fluid into or out of 

3 0 the body cavity. The term "catheter" as used herein is 

to be defined as a slender flexible tube of minimal 
diameter that can be inserted into a bodily channel, 
such as a vein, for guiding and/or sensing purposes. 
The term "vascular system" as used herein is to be 
35 defined as the network of arteries and veins in the 
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body with the exception of the heart and major vessels 
extending directly therefrom. The term "circulatory 
system" as used herein is to be defined as the entire 
network of arteries and veins in the body, including 
the heart and major vessels extending directly 
therefrom. The term "incision" as used herein is to be 
construed as any hole, opening, or aperture formed in a 
vessel or body. 

FIG. 1 illustrates an exemplary embodiment of 
a cannulation assembly 3 0 of the present invention. 
Cannulation assembly 3 0 includes an inner cannula 40 
and an outer cannula 50. The proximal ends of inner 
cannula 40 and outer cannula 50 remain outside the 
patient's body 31 during use. Inner and outer cannulas 
40, 50 may be connected to a pumping system (not shown) 
used for augmenting blood flow during beating heart 
surgery. One exemplar ly pump is a reverse flow pump of 
the type described in the commonly assigned^, co -pending 
PCT Application No. PCT/US97/18674 , the contents of 
which are hereby incorporated by reference. A major 
advantage of such an arrangement is the placement of 
the pump system and attendant connections, sensors, and 
other equipment out of the immediate vicinity of the 
beating heart surgical procedure, freeing up space in 
which the surgeon can operate. Other advantages 
include a low priming volume requirement as the pump 
system can be located closer to the patient's body 
(i.e. near the patient's neck region) since that region 
is not being operated on. Additionally, the insertion 
procedure for the cannulation assembly can be performed 
prior to the surgical operation, by someone other than 
the surgeon, such as the anesthesiologist, thereby 
reducing the length of time required for the heart 
surgery itself. 

The cannulation assembly 30 can be adapted 
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for use in various applications in which fluids are 
introduced and removed from the body. For purposes of 
more clearly describing the present invention, the 
cannulation assembly 3 0 will be described in terms of 
5 use in providing right heart support through the 

internal jugular vein. However, it is to be understood 
that the assembly 3 0 can be configured and adapted by, 
for example, increasing or decreasing the cannula size 
and/or number such that the assembly 3 0 can be 

10 beneficially used for other medical applications in 

which fluids are introduced and removed from the body. 
More specifically, the device of the present invention 
may be utilized to provide circulatory support through 
indirect or remote access of the patient's circulatory 

15 system. As used herein, the terms '''indirect access" or 

"remote access" refers to accessing the patient through 
an incision formed in the patient's vascular system. 
Indirect or remote access is differentiated from direct 
access in that direct access typically involves a 

2 0 sternotomy in order to access the patient's circulatory 

system. Exemplary points for indirectly accessing the 
patient in accordance with the present invention 
include, but are not necessarily limited to, the 
brachiocephalic vein, carotid artery, axillary artery, 
25 and femoral vein. 

In FIG. 1, the cannulation assembly 3 0 of the 
present invention is shown an assembled configuration. 
The outer cannula 50, which forms part of an outer 
cannula assembly 70, is dimensioned to receive the 

3 0 inner cannula 40 through an interior lumen (not shown) . 

In the embodiment shown, a y-connector 55 is provided 
for sealingly mating with the outer cannula 50 to form 
an outer cannula assembly 70 . It is to be readily 
appreciated that the connector 55 is presented by way 
3 5 of example only and that the cannulation assembly 3 0 of 
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the present invention is not dependent upon a 
particular type of connector. During operation, distal 
end 58 of outer cannula 50 and distal end 49 of inner 
cannula 40 lie in the patient's body, penetrating 
5 through an incision in the patient's tissue 31. In one 

embodiment, the distal end 58 of outer cannula 50 
serves to withdraw blood and the distal end 49 of inner 
cannula 40 serves to reintroduce the blood into the 
body. Proximal end 48 of inner cannula 4 0 and proximal 
10 end 56 of outer cannula 5 0 protrude out of the 

patient's body and interface with surgical equipment 
such as a reverse flow pump system (not shown) for 
augmenting the blood flow as discussed above. 

As seen in FIGS. 2 and 3, inner cannula 40 
15 comprises a substantially tubular structure having a 

wall 44 defining a main lumen 42. The length of the 
cannula 40 is application specific and depends for 
example on the size of the patient and the distance 
from the incision in the neck to the destination in the 
20 patient's pulmonary system. In a CPB application, the 

pulmonary artery is the destination into which blood is 
returned into the patient from the pump system via 
inner cannula 40, and the dimensions of inner cannula 
40 are selected accordingly. 
25 Inner cannula 40 is provided at its proximal 

end 48 with a connector 46, which is suitably sized to 
interface with various surgical instruments (not 
shown) , such as the output (or intake, in some 
applications) portions of a reverse flow pump (not 
30 shown) . Inner cannula 40 may be provided with one or 

more holes 43 disposed at distal end 49, in addition to 
the open tip 47 of its substantially cylindrical 
structure, in order to permit more efficient fluid 
passage . Further, distal tip 49 of inner cannula 40 
35 is tapered to allow insertion into the internal jugular 
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vein . 

FIGS . 4 and 5 show the details of outer 
cannula assembly 70, which generally comprises an outer 
cannula 50 mated with a y-connector 55. Outer cannula 
5 5 0 has a main lumen 52 defined by a substantially 

tubular wall 54. Main lumen 52 extends longitudinally 
between the proximal end 56 and distal end 58 of the 
outer cannula 50. Again the length of the cannula 50 
and main lumen 52 are selected depending on the size of 

10 the patient and other factors as discussed above. 

Tubular walls 44 and 54 of cannulas 40 and 50 can be 
formed of materials ranging from rigid to flexible, and 
in the preferred embodiment comprise a semi-rigid 
transparent material such as polyurethane or silicone 

15 having a hardness of between about 3 OA and 9 OA on a 

Shore durometer scale and capable of withstanding 
sterilization by ethylene oxide (ET0) . Rigid clear 
materials can be used for the y-connector 55, and 
preferably y-connector 55 is constructed of 

2 0 polycarbonate or polyvinyl chloride. The cannulas 40 

and 50 may also contain radiopaque markings (not shown) 
to determine placement within the patient's body. To 
provide structural reinforcement, a spiraling wire (not 
shown) can be provided for support of the walls 44 and 
25 54. The spiraling wire (not shown) may be molded into 

the walls or is otherwise supported therein, and may 
extend either partially or fully across the length of 
the cannulas 40 and 50. The wire facilitates handling 
of the cannulas and reduces the possibility of the 

3 0 cannulas' collapsing or being pinched shut and thus 

closing off the flow of fluid to or from the patient. 
Other ways of reinforcing the tubular bodies of the 
cannulas 4 0 and 50 are known in the art and will adapt 
equally well to the present invention. In addition, no 
35 reinforcement may be needed if the cannula material is 
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sufficiently rigid or if sufficient fluid flow is 
present within the cannulas . 

One or more pre- formed curves may be provided 
in the inner cannula 40 and/ or the outer cannula 50. 
5 Referring briefly to FIG. 2, the preformed curves, 

designated as 32 and 34 in inner cannula 40, facilitate 
cannula maneuverability during insertion in the 
patient's body, permitting the negotiation of tortuous 
passages such as through the atria, ventricular valve 

10 and pulmonary valve. The angle of the pre-formed 

curves may be anywhere in the range of 0-180°, with the 
curves being disposed anywhere along the length of the 
cannulas 40,50 and in any one or more distinct planes, 
depending on the particular application. The curves 

15 may also be of an adjustable angle, formed by 

expandable joints. In one such construction, 
illustrated in FIG. 6, the inner cannula 4 0 may be 
provided with expandable joint 82 for changing the 
length and/or orientation of distal end 4 9 with respect 

2 0 to the body of inner cannula 40 by passing a current 

through or eliminating a current through joint 82. 
Joint 82 is constructed of a memory shaped material 
which, in the presence of current, will either change 
length or shape depending upon the characteristics of 

2 5 material used. An example of such a material for use 

in joint 82 is Nitinol™, commercially available from 
Educational Innovations, Inc. 151 River Road, Cos Cab 
CT 06807. As illustrated in FIG. 7, distal end 49 of 
cannula 40 may be initially bent as shown, whereby a 

3 0 strip 84 of Nitinol™ is placed within the tubular wall 

of cannula 40 and initially shaped to form curvature 83 
in cannula 40. Curvature 83 may be selectively changed 
by passing a current within the Nitinol™ wire 84, 
thereby allowing the operator to change the position 
35 and orientation of distal end 49. In another 



WO 00/12148 



PCT/US99/19537 



construction of an adjustable lumen, cables may be 
provided which serve to impart or relieve forces 
inducing deformation and curvature of the cannula. 

Referring once again to FIGS. 4 and 5, 
5 attached at distal end 58 of outer cannula 50 is tip 60 

formed of a bio- compatible , preferably polymeric, 
material adapted to rigidly retain the inner cannula 4 0 
in position within outer cannula 50. The diameter of 
lumen 52 is selected to be larger than the outer 

10 diameter of inner cannula 40 to thereby permit fluid 

passage through main lumen 52 in the presence of inner 
cannula 40 in main lumen 52. Tip 60 is preferably of a 
more rigid construction than the material of tubular 
wall 54 to provide better support for cannula 40 and 

15 for insertion into the body. In addition to a main 

channel 62 for passage of inner cannula 40, tip 60 is 
also provided with peripheral holes 64 for efflux of 
fluid to or from outer cannula 50. Peripheral holes 64 
are formed between supports 65 extending substantially 

2 0 longitudinally along tip 60, preferably having a 

tapered shape with a decreasing diameter in the 
direction of the distal end of tip 60 . The combined 
area of the holes 64 is greater than the sectional area 
between the inner cannula 40 and outer cannula 50, 

2 5 thereby allowing partial blockage of holes 64 without 

loss of flow through tip 60 or outer cannula 50. 

Y- Connect or 55 provides a means for 
interfacing the inflow and outflow portions of the pump 
system (not shown) with the cannulas 40 and 50. It is 

3 0 to be understood that other types of connectors can be 

used to effect this interface. Additionally, the range 
of different types of pumps with which the invention 
can be practiced is broad because of the reduced 
priming volume and the novel arrangement of the 
3 5 cannulas with respect to the patient. Examples of 
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possible pumps include, but are not limited to, co- 
axial reverse flow pumps, roller pumps, and centrifugal 
pumps . 

As shown in more detail in FIG. 8, y- 
5 connector 55 comprises first channel 57 and second 

channel 59, defined by substantially tubular walls, 
which converge into main channel 61 extending co- 
axially with first channel 57. Hemostasis valve 63 
(FIG. 9) is provided at proximal end 66 of y- connector 

10 55 and serves to form a seal around for example inner 

cannula 4 0 once inner cannula 4 0 is fitted 
therethrough. A fitting 67 is provided at distal end 
68 of y-connector 55, fitting 67 adapted to mate with 
proximal end 56 of outer cannula 5 0 to form a fluid- 

15 tight seal therewith. Additionally, a fitting 69 is 

provided at channel 59 to facilitate mating with other 
cannulas or similar apparatus (not shown) such as PVC 
tubing adapted to receive an ultrasonic flow meter like 
that used in the Transonic T110 lab tubing flow meter 

20 known in the art. Fitting 69 can be similar or 

identical to fitting 67. 

FIGS. 10-12 show an exemplary arrangement of 
a second type of connector- -parallel connector 100 -- 
which can be used to achieve a cannulation assembly 90 

2 5 similar to cannulation assembly 3 0 in accordance with 

the invention. Specifically, outer cannula 50 is 
provided at its proximal end 56 with a tube 86 inserted 
into main lumen 52 . Also inserted into main lumen 52 
and adjacent tube 86 is inner cannula 40, and a 

3 0 suitable, bio-compatible adhesive 87 is used to retain 

tube 86 and cannula 40 in place in outer cannula 50. 
An exemplary adhesive which may be used is an 
ultraviolet -cured bio- compatible glue. Surrounding 
tube 86, inner cannula 40, outer cannula 50 and 
35 adhesive 87, at the juncture of these components, is 
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sheathing structure 85 operating to form a fluid-tight 
seal . Sheathing structure 85 may for instance comprise 
a heat responsive material disposed over the juncture 
and then heated for activating and shrinking it to the 
5 appropriate size and specification. 

The surgical procedure in accordance with the 
invention generally follows the Seldinger technique, 
adapting it to the novel use for entry through the 
brachiocephalic (jugular) vein or carotid artery using 

10 the unique cannula arrangement herein disclosed. 

Accordingly, the first step of the procedure involves 
locating and piercing the patient's vessel using a 
long, hollow needle 89 attached to a syringe 88 as seen 
in FIG. 13. When blood enters the syringe 88, the 

15 distal end of a thin guide wire 35 is inserted through 

the needle 89 and into the vessel 92. The needle is 
then removed, leaving guide wire 3 5 in place in the 
vessel 92 (see FIG. 14) . The proximal end of guide 
wire 35 is passed through a dilator 33, disposed 

2 0 axially within the outer cannula assembly 7 0 such that 

its end 36 protrudes through tip 60 as shown in FIG. 
15. (At this point, outer cannula 50 does not contain 
inner cannula 40 --that is, cannulation assembly 30 is 
not in the assembled configuration) . Distal end 3 6 of 
25 dilator 33, appropriately shaped, is inserted into the 

vessel to thereby expand the incision, followed by 
outer cannula 50, which is then either partially or 
fully inserted into the vessel (FIG. 16) . Dilator 33 
is then withdrawn. 

3 0 The above procedure is followed by the inner 

cannula insertion procedure required to achieve the 
assembled configuration of the cannulation assembly 3 0 
in accordance with the invention. Inner cannula 
insertion can be performed using one of several 
35 options. One option involves withdrawing guide wire 35 



WO 00/12148 



PC17US99/19537 



- 28 - 

and inserting a balloon catheter (not shown) through 
hemostasis valve 63. Balloon catheters are known in 
the art and generally comprise an inflatable balloon 
disposed at a distal tip of a catheter having a fluid 
channel for transferring inflating fluid. The balloon 
catheter is threaded through the outer cannula assembly 
70, the brachiocephalic vein, the superior vena cava, 
right atrium and into the pulmonary artery. The 
balloon catheter is advanced into position by operation 
of the balloon as a "sail", whereby the balloon is 
inflated using the inflating fluid and powered by the 
natural blood flow to the destination. The balloon 
catheter is then used to guide the inner cannula 40 
into place in the same manner as a guide wire, with the 
inner cannula 40 being threaded over the balloon 
catheter and advanced into position. With the 
cannulation assembly 3 0 thus in the assembled 
configuration and the inner and outer cannulas 4 0 and 
50 in the desired bypass positions in the body as shown 
exemplarily in FIG. 17, the balloon catheter is 
withdrawn and the bypass operation commenced. 

A second option for inserting inner cannula 
40 into position within the patient's body is to use 
the guide wire 35 itself to guide the inner cannula 40 
to its final destination. A particularly suitable 
guide wire for this would be one of the j-hook type 
which would facilitate negotiation of the tortuous 
turns involved, especially between the right atrium and 
pulmonary artery. Additionally, as discussed above, 
this negotiation is further facilitated by the one or 
more preformed curves 32, 34 provided at distal end 49 
of inner cannula 40. Alternatively, a guidewire may 
be inserted into the balloon catheter to stiffen the 
catheter so that the cannula can be placed within the 
patient's body. 
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Alternatively, insertion in accordance with, 
the invention may be effected utilizing the "cut down" 
techniques, whereby prior to insertion an incision is 
made in the patient's tissue, exposing the vein or 
5 artery to be accessed. The tissue and nerves 

surrounding the vein/artery are retracted and an 
incision is made in the vein/ artery. After making the 
incision the cannula is placed within the vein/artery 
and advanced into the desired position. If the cannula 

10 cannot be advanced through the incision in the 

vein/artery, an optional dilator may be utilized to 
expand the diameter of the vein/artery. 

It is contemplated that devices such as a 
steerable obturator can be used to guide inner cannula 

15 40--and, with suitable modification, outer cannula 50-- 

into place in the surgical site. Moreover, although 
during the guiding process the guiding devices such as 
the balloon catheter and the guide wire 35 are advanced 
through cannulas 4 0 and 50 via main lumens 42 and 52, 

20 respectively, it is also contemplated that dedicated 

secondary lumens 127 and 129 may be provided in the 
cannulas for this purpose as illustrated in FIGS. 3 0 
and 31. Secondary lumens 127 and 129 may be formed 
integrally in the walls of the cannulas during the 

25 manufacturing process of the cannula, with the lumens 

being utilized to support the guiding device as the 
cannula is advanced to its destination, thus freeing up 
main lumens 42 and 52 for other device applications, 
such as equipment to monitor saturated venous oxygen 

3 0 (SV02) , pressure and flow rate monitoring devices, etc. 

Alternatively, as detailed below, these 
devices can be integrated into the cannula or supported 
in secondary lumens 127 and 129. For example, as shown 
in FIGS. 18 and 19, secondary lumens 3 7 and 3 8 can be 

3 5 configured for fluid communication with main lumen 52 
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via ports 41 and 51 and used to house therein 
differential pressure transducers 45, 47 and attendant 
wiring 3 9 used in the determination of fluid flow rate 
inside or outside cannulas 4 0 and 50 as described in 
5 more detail in the commonly owned and co-pending U.S. 

Patent Application No. 09/280,970 the contents of which 
are hereby incorporated by reference. Other types of 
pressure transducers can also be used and mounted in 
pairs (see transducers 74 and 75 of FIG. 20) integrally 

10 in the tubular wall of the cannulas in proximity to 

either the interior or exterior of the cannula- - 
depending on whether an interior or exterior fluid flow 
rate determination is desired, thereby dispensing with 
the need for dedicated secondary lumens . 

15 Secondary lumens are suitable to serve in a 

variety of surgery- facilitating fashions. For example, 
as shown in FIGS. 21 and 22, lumens 37 and 3 8 can 
adjustably support one or more light guides 53, 71 for 
projecting light, via a projecting tip 72, from the 

2 0 cannula to aid in its visualization as detailed in the 

commonly owned, co-pending U.S. Patent Application No. 
09/280,967 (the contents of which are hereby 
incorporated by reference) or for optically sensing 
specific blood parameters such as oxygen saturation 

25 level. Similarly, lumens 137 and 138 provided in inner 

cannula 40 can be used for delivery of fluid to or from 
the distal tip 49, in order to for example dispense 
medication or, as shown in FIGS. 23 and 24 and detailed 
in the commonly owned and co-pending U.S. Patent 

30 Application No. 09/280,970, to inflate a balloon 73 

provided at the tip of inner cannula 40 to aid in 
guiding the cannula to its destination during insertion 
without relying on separate guiding means . FIGS . 25 
and 26 respectively show the use of cannulas 40 and 50 

35 in conjunction with heating elements 76, 77 and 
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thermistors 78, 79 disposed on a surface thereof. 
Thermistors 7 8 and 79 operate to measure fluid 
temperature downstream from the heating elements 76 and 
77 to thereby determine fluid flow rate based on the 
5 deviation from the starting temperature as is known in 

the art. The measurements are relayed to appropriate 
processing circuits 80 and 81 for implementing the flow 
rate calculations . Those of ordinary skill in the art 
will recognize that the utility of the secondary lumens 

10 37, 38, 13 7 and 138 can be extended to other 

applications, and the examples mentioned above are not 
intended to be limiting. Additionally, combinations of 
the above applications for the secondary lumens can be 
used in either or both inner cannula 40 and outer 

15 cannula 50 in accordance with the invention without 

inventive departure from the spirit and scope thereof . 

FIG. 27 illustrates a cannulation assembly 91 
provided in accordance with a further embodiment of the 
present invention. Cannulation assembly 91 includes a 

2 0 first cannula 93 slidably coupled to a second cannula 

94. FIGS. 28A-28D illustrate a variety of exemplary 
coupling mechanisms 95 that can be employed to provide 
the slidable relation between the first cannula 93 and 
second cannula 94. In the embodiments shown, coupling 
25 mechanisms 95 generally comprise an elongated 

engagement member disposed along all or certain 
portions of one of the two cannulas 93, 94 capable of 
matingly engaging with an elongated groove or channel 
disposed along all or certain portions of the other 

3 0 cannula 93, 94. 

In an important aspect, this allows the user 
great flexibility in selectively positioning the distal 
tip 96 of the first cannula and the distal tip 97 of 
the second cannula 94 within the circulatory system of 
35 a patient. For example, the slidable function of the 
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present invention may be employed to selectively 
position the distal end 96 of cannula 93 in a first 
predetermined location and selectively position the 
distal end 97 of cannula 94 in a second predetermined 
5 location. Cannulation assembly 91 is introduced into 

the patient through an incision formed in the vascular 
system. This may preferably be accomplished utilizing 
the Seldinger technique as described above . In an 
exemplary embodiment, distal end 96 of first lumen 93 

10 may be selectively advanced into the patient's atrium, 

thereby allowing the user to utilize the first lumen 93 
as an inflow conduit. Under this same example, distal 
end 97 of second lumen 94 may be selectively advanced 
to the patient's pulmonary artery. It will be 

15 appreciate that the engagement members which form part 

of the coupling mechanism 95 may extend along all or 
portions of the respective length of the cannula 93, 
94. Also, as illustrated in FIGS. 29 and 3 OA- 3 OB, the 
slidable coupling mechanism between the individual 

2 0 cannulas 93, 94 may also be constructed from a barrel 

portion 98 fixedly attached to the first cannula 93 . 
In so doing, the first and second cannulas 93, 94 may 
be selectively positioned independent of the other 
based on this slidable coupling. 
25 FIGS. 33-39 illustrate several exemplary 

embodiments of a second main type of cannulation 
assembly in accordance with the present invention. A 
multiple lumen cannula assembly 130 in accordance with 
the present invention is provided comprising an inner 

3 0 cannula 140 slidably disposed within an outer cannula 

150 having a plurality of drainage apertures 151. 
Outer cannula 150 may be mated with a y- connector to 
form outer cannula assembly 170. As noted above, the 
y-connector may be exchanged with any number of 
3 5 different connecting mechanisms without departing from 
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the scope of the invention. Outer cannula 150 is 
generally cylindrical in shape having a main lumen 152 
defined by a substantially tubular wall 154. Main 
lumen 152 extends longitudinally between the proximal 
5 end 156 to distal end 158 of outer cannula 150 . The 

length of the cannula assembly 170 is selected 
depending upon the size of the patient as discussed 
above . 

The drainage apertures 151 of outer cannula 

10 150 extend through wall 154 and are in fluid 

communication with main lumen 152 . As will be 
appreciated, drainage apertures 151 permit the egress 
or ingress of fluid (depending upon the application) 
into or from the lumen 152 of outer cannula 150 . 

15 Drainage apertures 151 may be disposed along the entire 

length of the outer cannula 150. In suction mode, 
then, blood may flow into the lumen 152 along the 
entire length of the outer cannula 150. This 
effectively decreases the distance that the blood will 

20 have to travel to reach the pumping system. It also 

decrease the resistance encountered by the blood being 
removed through the lumen 152 such that the pump will 
be able to pump more blood out of the outer cannula 140 
at a given motor speed, thereby reducing hemolysis. 

25 FIGS. 33 and 34 illustrate alternative embodiments. 

FIG. 33 illustrates an embodiment wherein the inner 
cannula 14 0 includes a narrow region (shown in phantom) 
which, in use, extends along at least a portion of the 
apertures 151 formed in the outer cannula 150. FIG. 35 

30 illustrates an embodiment wherein the inner cannula 14 0 

includes a wide region (shown in phantom) which, in 
use, extends along at least a portion of the apertures 
151 formed in the outer cannula 150. 

Cannula assembly 130 further comprises inner 

3 5 cannula 14 0 formed of a substantially tubular structure 
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having a wall 144 defining a main lumen 142 . The 
length of the cannula 140 is application specific and 
depends for example on the size of the patient and the 
distance from the incision in the neck to the 
5 destination in the patient's pulmonary system. In a 

CPB application, the pulmonary artery is the 
destination into which blood is returned into the 
patient from the pump system via inner cannula 140. As 
shown in FIG. 37, inner cannula 140 is provided at its 

10 proximal end with a connector 14 6, which is suitably 

sized to interface with various surgical instruments 
(not shown) , including the output (or intake, in some 
applications) port of a reverse flow pump. Inner 
cannula 140 may be provided with one or more apertures 

15 143 disposed at distal end 14 9, in addition to the open 

tip 147 of its substantially cylindrical structure, in 
order to permit more efficient fluid passage 
therethrough. Further, distal tip 149 of inner cannula 
140 is bullet shaped to allow insertion into the 

20 jugular vein. Inner cannula 140 may further contain 

one or more preformed curves, designated as 132, to 
facilitate cannula maneuverability during insertion in 
the patient's body. The angle of the pre-formed curves 
may be anywhere in the range of 0-180°, with the curves 

25 being disposed anywhere along the length of the 

cannulas and in any one or more planes, depending upon 
the particular application. 

As shown in FIGS. 37 and 39, inner cannula 
140 may be sized to maximize flow through main lumen 

30 142. Inner cannula 140 may be formed having varying 

diameter. Inner cannula 140 may also contain taper 144 
adjacent to pre-formed section 132. The diameter of 
inner cannula 140 is less than the diameter distal 
taper 144 . When inner cannula 140 is disposed within 

35 main lumen 152 of outer cannula 150, taper 144 is 



WO 00/12148 



PCT/US99/19537 



disposed proximal to distal end 158, or outer cannula 
150 . The resultant structure is an interior portion 
145 disposed in outer cannula 150 and an exterior 
portion 148 disposed outside of outer cannula 150, with 
5 interior portion 145 having a relatively smaller outer 

diameter than exterior portion 148 in order to minimize 
obstruction of fluid flow in main lumen 152 of outer 
cannula 150 exterior on inner cannula 140. FIG. 39 is 
an illustration of an alternative embodiment of cannula 

10 14 0, whereby cannula 14 0 further includes balloon 173 

disposed radially on cannula 14 0 and adjacent to distal 
tip 149. Cannula 140 may further have drainage 
apertures 143 disposed proximal balloon 173 . Balloon 
173 may be selectively inflated/deflated through lumen 

15 137 disposed within or upon the wall of cannula 140. 

The distal end of lumen 13 7 is in fluid communication 
with balloon 173 . The proximal end of lumen 137 is 
adapted to receive medical devices such as a syringe or 
other inflation means. 

20 Tubular walls of cannulas 140 and 150 can be 

formed of materials ranging from rigid to flexible, and 
in the preferred embodiments comprise semi-rigid 
transparent material such as polyurethane or polyvinyl 
chloride having a hardness between about 3 OA and about 

25 9 OA on a Shore durometer scale and capable of 

sterilization by ethylene oxide (ETO) . Rigid clear 
materials can be used for the y-connector 55, and 
preferably y-connector 55 is constructed of 
polycarbonate. The cannulas 14 0 and 150 may also 

3 0 contain radiopaque marking s {not shown) to determine 

placement within the patient's body. To provide 
structural reinforcement, a spiraling wire (not shown) 
can be provided to support the walls 144 and 154, and 
is either molded into the walls or is otherwise 

3 5 supported therein, and extends either partially or 
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fully across the length of the cannulas 140 and 150. 
Additionally, cannulas 14 0 and 150 may further contain 
lumens {not shown) disposed within the walls as 
described above. Additional medical devices may be 
5 disposed within these lumens such as guidewires, 

catheters, blood monitoring equipment, or pressure 
transducers . 

The advantages of the invention are many- 
fold. One advantage is the ability to decrease the 

10 size of the heart during surgery, thereby providing the 

surgeon with valuable additional space within the chest 
cavity. The decreased heart size is achieved by either 
partial or complete bypass of the heart's pumping 
function using the cannulas and techniques of this 

15 invention. Such bypass results in a natural 

decompression of the heart due to the reduced blood 
volume. Decompression of the heart allows a greater 
degree of freedom to rotate and manipulate the heart 
for better access to target bypass vessels. This is 

2 0 particularly important in endoscopic surgery. 

While this invention has been described for 
use for right heart support, this does not limit the 
applications of this invention for use in right heart 
support only. The invention herein disclosed can be 

25 utilized in other applications apparent to those 

skilled in the art . 

It will be appreciated by those skilled 
in the art that changes could be made to the 
embodiments described above without departing from 

30 the broad inventive concepts thereof. It is 

understood, therefore, that this invention is not 
limited to the particular embodiments disclosed, 
but is intended to cover modifications within the 
spirit and scope of the present invention as 
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What is claimed is: 

1. A cannulation assembly for providing 
circulatory support, comprising: 

a first flow path for transporting blood 
5 between a pump and a first predetermined location 

within the circulatory system of a patient; and 

a second flow path for transporting blood 
between a pump and a second predetermined location 
within the circulatory system of a patient, 
10 wherein the first and second flow paths 

are slidably coupled to one another and 
dimensioned to extend, in use, into the respective 
first and second predetermined locations through a 
single incision formed in the vascular system of 
15 the patient. 

2. The cannulation assembly of Claim 1, 
wherein the first and second flow paths are 
disposed in a generally coaxial arrangement with 
the second flow path disposed at least partially 

20 within the first flow path. 

3. The cannulation assembly of Claim 1, 
wherein the first and second flow paths are 
coupled together in a generally side-by- side 
arrangement . 

25 4. The cannulation assembly of Claim 1, 

wherein at least one of the first and second flow 
paths is equipped with an auxiliary lumen. 

5. The cannulation assembly of Claim 4, 
wherein the auxiliary lumen is sized to receive at 

3 0 least one of a guide wire, a pressure sensor, and 

an optical instrument. 
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6. The cannulation assembly of Claim 1, 
wherein at least one of the first and second flow 
paths is equipped with an expandable guiding 
structure . 

7. The cannulation assembly of Claim 1, 
wherein the first flow path intakes blood to the 
pump and the second flow path outputs blood from 
the pump. 

8. The cannulation assembly of Claim 1, 
wherein the first flow path outputs blood from the 
pump and the second flow path intakes blood to the 
pump . 

9. The cannulation assembly of Claim 1, 
wherein at least one of the first and second flow 
paths is equipped with at least one of a flow rate 
sensor, a pressure sensor, and an optical sensor. 

10. The cannulation assembly of Claim 1, 
wherein at least one of the first and second flow 
paths is equipped with an auxiliary fluid flow 
lumen . 

11. The cannulation assembly of Claim 1, 
wherein at least one of the first and second flow 
paths is equipped with a bend for directing the 
flow path to the respective first or second 
predetermined location in the circulatory system. 

12. The cannulation assembly of Claim 1, 
wherein at least one of the first and second flow 
paths includes a section of material capable of 
being selectively deformed to create a bend in the 
flow path to facilitate guiding the flow path into 
the respective first or second predetermined 
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location in the circulatory system. 

13. The cannulation assembly of Claim 1, 
wherein at least one of the first and second flow 
paths is equipped with a plurality of apertures 
for facilitating fluid flow into or out of the 
respective first or second flow paths. 

14. The cannulation assembly of Claim 2, 
wherein the first flow path includes a plurality 
of drainage apertures to facilitate fluid flow 
through the first flow path. 

15. The cannulation assembly of Claim 
14, wherein the second flow path includes a narrow 
region that, in use, is disposed approximately 
adjacent to the drainage apertures of the first 
flow path. 

16. The cannulation assembly of Claim 
14 , wherein the second flow path includes a wide 
region that, in use, is disposed approximately 
adjacent to the drainage apertures of the first 
flow path. 

17. A cannulation assembly, comprising: 
a first flow path slidably coupled to a 

second flow path such that the first and second 
flow paths may be introduced into the vascular 
system of a patient through a single incision and 
positioned at respective first and second 
predetermined locations within the circulatory 
system of the patient . 

18. The cannulation assembly of Claim 
17, wherein at least one of the first and second 
flow paths is independently positionable relative 
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to the incision after being inserted into the 
vascular system of the patient. 

19. The cannulation assembly of Claim 
17, wherein at least one of the first and second 
flow paths is the distance between a distal end of 
the first flow path and the distal end of the 
second flow path may be selectively adjusted by 
selectively sliding one of the first and second 
flow paths relative to the other. 

20. The cannulation assembly of Claim 
17 , wherein the first and second flow paths are 
configured such that, in use, the distal end of 
the second flow path will be located a fixed 
distance from the distal end of the first flow 
path. 

21. The cannulation assembly of Claim 
17, wherein the first and second flow paths are 
disposed in a generally coaxial arrangement with 
the second flow path disposed at least partially 
within the first flow path. 

22 . The cannulation assembly of Claim 
17, wherein the first and second flow paths are 
coupled together in a generally side-by-side 
arrangement . 

23 . The cannulation assembly of Claim 
17, wherein at least one of the first and second 
flow paths is equipped with an auxiliary lumen. 

24. The cannulation assembly of Claim 
17, wherein the auxiliary lumen is sized to 
receive at least one of a guide wire, a pressure 
sensor, and an optical instrument. 
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25. The cannulation assembly of Claim 
17, wherein at least one of the first and second 
flow paths is equipped with an expandable guiding 
structure. 

5 26. The cannulation assembly of Claim 

17, wherein the first flow path intakes blood to 
the pump and the second flow path outputs blood 
from the pump . 

27. The cannulation assembly of Claim 

10 17, wherein the first flow path outputs blood from 

the pump and the second flow path intakes blood to 
the pump. 

28. The cannulation assembly of Claim 
17, wherein at least one of the first and second 

15 flow paths is equipped with at least one of a flow 

rate sensor, a pressure sensor, and an optical 
sensor . 

29. The cannulation assembly of Claim 
17, wherein at least one of the first and second 

20 flow paths is equipped with an auxiliary fluid 

flow lumen. 

30. The cannulation assembly of Claim 
17, wherein at least one of the first and second 
flow paths is equipped with a bend for directing 

25 the flow path to the respective first or second 

predetermined location in the vascular system. 

31. The cannulation assembly of Claim 
17, wherein at least one of the first and second 
flow paths includes a section of material capable 

3 0 of being selectively deformed to create a bend in 

the flow path to facilitate guiding the flow path 



WO 00/12148 



PCT/US99/19537 



into the respective first or second predetermined 
location in the vascular system. 

32 . The cannulation assembly of Claim 
17, wherein at least one of the first and second 

5 flow paths is equipped with a plurality of 

apertures for facilitating fluid flow into or out 
of the respective first or second flow paths. 

33. The cannulation assembly of Claim 
21, wherein the first flow path includes a 

10 plurality of drainage apertures to facilitate 

fluid flow through the first flow path. 

34. The cannulation assembly of Claim 
33, wherein the second flow path includes a narrow 
region that, in use, is disposed approximately 

15 adjacent to the drainage apertures of the first 

flow path. 

35. The cannulation assembly of Claim 
33, wherein the second flow path includes a wide 
region that, in use, is disposed approximately 

20 adjacent to the drainage apertures of the first 

flow path. 

36. A method for providing circulatory 
support, comprising: 

withdrawing blood from a first 
25 predetermined location in the circulatory system 

of a patient ; and 

returning the withdrawn blood to a second 
predetermined location in the circulatory system 
of the patient, 
3 0 wherein the steps of withdrawing and 

returning are performed by providing a cannula 
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having a first flow path slidably coupled, to a 
second flow path, wherein the first and second 
flow paths are dimensioned to extend, in use, 
respectively into the first and second 
5 predetermined locations through a single incision 

formed in the vascular system of the patient. 

37. A method for inserting a cannula 
assembly into a patient, comprising: 

forming a single incision in the vascular 
10 system of the patient; 

providing a cannula assembly having a 
first flow path slidably coupled to a second flow 
path; 

advancing a distal end of the first flow 
15 path through the incision to a first predetermined 

location within the circulatory system of the 
patient; and 

advancing a distal end of the second flow 
path through the incision to a second 

2 0 predetermined location within the circulatory 

system of the patient. 

38. A method of circulating fluid 
through a cannula system comprising a cannulation 
assembly including at least two flow paths 

25 slidably coupled to each other, comprising the 

steps of : 

(1) inserting the cannulation assembly 
into a first predetermined location in a body 
through a vascular incision; 

3 0 (2) establishing flow communication 

between a first one of the flow paths and the 
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first predetermined location; 

(3) slidably moving a second one of the 
flow paths into a second predetermined location 
spaced apart from the first predetermined 

5 location; 

(4) establishing flow communication 
between the second flow path and the second 
predetermined location; 

(5) coupling the first and second flow 
10 paths to a pump system; and 

(6) operating the pump system to 
transport fluid from the first predetermined 
location for introduction into the second 
predetermined location. 
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Attorney's -Docket No. 



9261.16626-PCT US 



PATENT 



COMBINED DECLARATION AND POWER OF ATTORNEY 
(ORIGINAL, DESIGN, NATIONAL STAGE OF PCT, SUPPLEMENTAL, DIVISIONAL, 
CONTINUATION OR CIP) 



As a below named inventor, I hereby declare that: 

TYPE OF DECLARATION 

This declaration is of the following type: (check one applicable item below) 
I ] original 
[ ] design 
[ ] supplemental 

NOTE: If the declaration is for an International Application being filed as a divisional, continuation or continuation-in-part 
application do not check next item; check appropriate one of fast three items. 

[ x ] national stage of PCT 

NOTE: If one of the following 3 items apply then complete and also attach ADDED PAGES FOR DIVISIONAL, CONTINUATION 
OR CIP. 

I ] divisional 

[ ] continuation 

[ ] continuation-in-part (CIP) 

INVENTORSHIP IDENTIFICATION 

WARNING: If the inventors are each not the inventors of all the claims an explanation of the facts, including the 

ownership of all the claims at the time the last claimed invention was made, should be submitted. 

My residence, post office address and citizenship are as stated below next to my name. I believe I am 
the original, first and sole inventor (if only one name is listed below) or an original, first and joint 
inventor (if plural names are listed below) of the subject matter which is claimed and for which a patent 
is sought on the invention entitled; 

TITLE OF INVENTION 

INTRAVASCULAR CANNULATION APPARATUS AND METHODS 



SPECIFICATION IDENTIFICATION 

the specification of which: (complete (a), (b) or (c)) 

(a) [ ] is attached hereto. 

(b) [ ] was filed on as [ ] Serial No. 09/ 

or [ ] Express Mail No., as Serial No. not yet known 

and was amended on (if applicable). 

NOTE: Amendments filed after the original papers are deposited with the PTO which contain new matter are not accorded a filing 
date by being referred to in the declaration. Accordingly, the amendments involved are those filed with the application 
papers or, in the case of a supplemental declaration, are those amendments claiming matter not encompassed in the 
original statement of invention or claims. See 37 CFR 1.67. 

(c) [ x ] was described and claimed in PCT International Application No. PCT/US99/19537 

filed on 27 August 1999 and as amended under PCT Article 19 on 
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ACKNOWLEDGMENT OF REVIEW OF PAPERS AND DUTY OF CANDOR 

I hereby state that 1 have reviewed and understand the contents of the above identified 
specification, including the claims, as amended by any amendment referred to above. 

I acknowledge the duty to disclose information which is material to patentability as defined in 
37, Code of Federal Regulations, § 1.56 

(also check the following item, if desired) 

[ ] In compliance with this duty there is attached an information disclosure statement in 
accordance with 37 CFR 1 .98. 

PRIORITY CLAIM (35 U.S.C. § 1 19) 

I hereby claim foreign priority benefits under Title 35, United States Code, § 119 of any foreign 
application(s) for patent or inventor's certificate or of any PCT international application(s) designating 
at least one country other than the United States of America listed below and have also identified 
below any foreign application(s) for patent or inventor's certificate or any PCT international 
application(s) designating at least one country other than the United States of America filed by me on 
the same subject matter having a filing date before that of the application(s) of which priority is 
claimed. 

(complete (d) or (e)) 
(d) [ x ] no such applications have been filed, 
(el [ ] such applications have been filed as follows. 

NOTE: Where item (c) is entered above and the International Application which designated the U.S. itself claimed priority check 
item (e), enter the details below and make the priority claim. 

A. PRIOR FOREIGN/PCT APPLICATION(S) FILED WITHIN 

12 MONTHS (6 MONTHS FOR DESIGN) PRIOR TO THIS 
APPLICATION AND ANY PRIORITY CLAIMS UNDER 
35 U.S.C. S 119 



COUNTRY (OR 
INDICATE IF PCT) 


APPLICATION NUMBER 


DATE OF FILING 
(day, month, year) 


PRIORITY CLAIMED 
UNDER 37 USC 119 








[ I YES 


NO [ ] 








[ I YES 


NO t ] 








[ I YES 


NO [ ] 








[ 1 YES 


NO [ ] 








[ 1 YES 


NO [ ] 



(Declaration and Power of Attorney [1-1]-page 2 of 5) 



ALL FOREIGN APPLICATION(S), IF ANY FILED MORE THAN 12 MONTHS 
(6 MONTHS FOR DESIGN) PRIOR TO THIS U.S. APPLICATION 



NOTE: If the application filed more than 12 months from the filing date of this application is a PCT filing forming the basis for 
this application entering the United States as (1) the national stage, or (2) a continuation, divisional, or continuations- 
part, then also complete ADDED PAGES TO COMBINED DECLARA TION AND POWER OF ATTORNEY FOR DIVISIONAL, 
CONTINUATION OR CIP APPLICATION for benefit of the prior U.S. or PCT applicationts) under 35 U.S.C. S 120. 



POWER OF ATTORNEY 



I hereby appoint the following attorney(s) and/or agent(s) to prosecute this application and transact 
all business in the Patent and Trademark Office connected therewith. (List name and registration 
number) 

Daniel D. Ryan (29,243) 
Joseph A. Kromholz (34,204 ) 
John M. Manion (38,957) 
Arnold J. Ericsen (IjLazai 



Allan O. Maki (20 i 623) 

PatriciaJcmeT( 46,31 8) 
Daniel R. Johnson (46,204 ) 
Laura A. Dable (46 4361 



(check the following item, if applicable) 

[ ] Attached as part of this declaration and power of attorney is the authorization of the 
above-named attorney(s) to accept and follow instructions from my representative(s). 



SEND CORRESPONDENCE TO DIRECT TELEPHONE CALLS TO: 

(Name and telephone number) 



Daniel D. Ry an 

RYAN KR OJVlHg_LZLft MANIQM, S.C. 

Post Office Box 2661 8 PHONE CALLS 

Mih^iuk^ 53226-0618 (262) 783 - 1300 



DECLARATION 

I hereby declare that all statements made herein of my own knowledge are true and that all 
statements made on information and belief are believed to be true; and further that these 
statements were made with the knowledge that willful false statements and the like so made 
are punishable by fine or imprisonment, or both, under Section 1001 of Title 18 of the United 
States Code, and that such willful false statements may jeopardize the validity of the 
application or any patent issued thereon. 
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SIGNATURE(S) ^ 

NOTE: Carefully indicate the family (or last) name as it should appear on the filing receipt and all other 
documents. 

Full name of sole or first inventor 
WALID N ABOUL-HOSN 

IIDDLE INITIAL OR NAME} FAMILY (OR LAST NAME) 



"" (GIVEN NAME) , A (MIDDLE INITIAL OR NA 

Inventor's signature 



-J-s, fr\f~ - v ■ 1 i r->ww- » = 

Date X. f Jl I \Q | Country of Citizenship US 



Residence ,SA£BAMEMICL, CALIFORNIA <2R 
Post Office Address 3462 BRIDGEFORD DRIVE 



SACRAMENTO, CALIFORNIA 95834 US 



Full name of second joint inventor, if any 
WILLIAM -B— KANZ 

(GIVEN NAME) , sf^? i (MIDDLE INITIAL OR NAME) FAMILY (OR LAST NAME) 

Inventor's signature ^( r^-^fg — 

Date PC Xf %3j Country of Citizenship US 

Residence SACRAMENT O, CALIFORNIA Cfl 

Post Office Address 4695 FRANCIS COURT 

SACRAMENTO, CALIFORNIA 95822 US 



Full name of third joint inventor, if any 



(GIVEN NAME) (MIDDLE INITIAL OR NAME) FAMILY (OR LAST NAME) 

Inventor's signature 

Date Country of Citizenship 

Residence 

Post Office Address 



Full name of fourth joint inventor, if any 



(GIVEN NAME) (MIDDLE INITIAL OR NAME) FAMILY (OR LAST NAME) 

Inventor's signature 

Date Country of Citizenship 

Residence ______ 

Post Office Address 



Full name of fifth joint inventor, if any 



(GIVEN NAME) {MIDDLE INITIAL OR NAME) FAMILY (OR LAST NAME) 

Inventor's signature 

Date Country of Citizenship 

Residence 

Post Office Address 
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CHECK PROPER BOX(ES) FOR ANY OF THE FOLLOWING ADDED PAGE(S) WHICH 
FORM A PART OF THIS DECLARATION 





[ ] Signature for sixth and subsequent joint inventors. Number of pages added 



[ ] Signature by administrator(trix), executor(trix) or legal representative for deceased or 
incapacitated inventor. Number of pages added 



[ ] Signature for inventor who refuses to sign or cannot be reached by person authorized under 
37 CFR 1.47. Number of pages added 



[ ] Added pages to combined declaration and power of attorney for divisional, continuation, or 
continuation-in-part (CIP) application. 



[ ] Authorization of attorney(s) to accept and follow instructions from representative 



(If no further pages form a part of this declaration then end this declaration with this 
page and check the following item:) 



[ ] Number of pages added 4 



[ x ] This declaration ends with this page 
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